GOBIERNO de KARNATAKA
DEPARTAMENTO DE CONTROL DE MEDICAMENTOS

Oficina del Controlador de Medicamentos
para el estado de Karnataka,

Palace Road, PB No. 5377,
Bangalore-560001.

Fecha: 28/01/2021

No.: DCD/SPL-1/CR-1458/2020-21
GSC No.: DD0115210000050

CERTIFICADO DE BUENA MANUFACTURA

El presente certifica que M/s. BIOCON LIMITED, 20th KM, Hosur Road, Electronics City, Bengaluru 560100, India
es titular de la siguiente licencia de Manufactura de Medicamentos otorgada segun las provisiones del Acta de
Medicamentos y Cosméticos de 1940 y reglas subsecuentes.

S.No. | Licencia en Forma Numero de Licencia | Fecha de Concesion Valida hasta
1. Forma 25 NB-135/82 03.08.1996 31.12.2022
2. Forma 28 KTK/28/320/2001 16.03.2001 31.12.2022

Se certifica ademas que la unidad de manufactura sigue las “Buenas Practicas de Manufactura” con respecto a la
manufactura y control de calidad segun el Esquema M del Acta de Medicamentos y Cosméticos de 1940 y reglas
subsecuentes.

La planta de manufactura esta sujeta a inspeccion regular por la autoridad competente designada bajo el Acta de
Medicamentos y Cosméticos.

Este certificado es valido por un periodo de un afio desde la fecha de emision.

Signature vaiid
Digitall slgne%ner Name
Date: 2021.01.2%05:47:36 IST
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GOVERNMENT OF KARNATAKA
DRUGS CONTROL DEPARTMENT

Office of the Drugs Controller
for the state of Karnataka,
Palace Road, PB No. 5377,
Bangalore-560001.

Date: 28/01/2021

No.: DCD/SPL-1/CR-1458/2020-21
GSC No.: DD0115210000050

00D MANUFA I ERTI

This is to certify that M/s. B IM Oth K sur lectroni ity.B |
560100, India is holding the following Drug Manufacturing licence granted as per the provisions of
Drugs and Cosmetic Act, 1940 and Rules there under.

S. No.|Licence in Form|Licence Number|Date of Grant| Valid Upto
1. Form 25 NB-135/82 03.08.1996 |[31.12.2022
2. Form 28 KTK/28/320/2001| 16.03.2001 |31.12.2022

ltis further certified that the manufacturing unit follows “Good Manufacturing Practices” with regard to
manufacturing and quality control as per the Schedule M of the Drugs and Cosmetics Act, 1940 and
Rules there under.

The manufacturing plant is subject to regular inspection by the competent Authority appointed under
the Drugs and Cosmetics Act.

This certificate is valid for a period of one year from the date of issue.
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GOVERNMENT OF KARNATAKA
DRUGS CONTROL DEPARTMENT

iN\j(): DCD/CR- ]{43(1”“"” CL-1/2019-20 Office of the Drugs Controller
G.8.C No. DD 09900000 1R 2y for the State of Karnataka,
Palace Road, Bengaluru-560001.

Date: 10 JAN 20?0

GMP CERTIFICATE

This is to certify that M/s. BIOCON Ll'l'ﬁ.lTED, Special Economic Zone, Plot No. 2, 3, 4 & 5 Phase-
IV, Bommasandra-Jigani Link Road, Bommasandra Post, Bengaluru — 560 099, India is holding valid
~ drug manufacturing licence in Form 25 bearing No. KTK/25/514/2005 & in Form 28 bearing No.
KTK/28/351/2005 dated 02.12.2005 and valid upto 01.12.2020 issued by this department under the

provisions of Drugs and Cosmetics Act, 1940 and Rules thereunder.

The firm manufactures the permitted Active Pharmaceutical Ingredients under the above said licence by
following the GOOD MANUFACTURING PRACTICES (GMP), as per Revised Schedule — M under
of the Drugs & Cosmetics Act, 1940 and Rules thereunder.

the provisions
olant is subjected to inspection at the regular intervals by the competent Authority
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ww GOVEHNMENT OF INDIA
arifeet / APOSTILLE
(Convennon de La Haye dus octobre 1961)
REPUBLIC OF INDIA

This public document
CQMMERCIAL DOCUMENT
has been signed by N/A

actmg in the cepac:ly of NIA

bears the sealstampof  SECRETARY, BANGALORE CHAM
OF INDUSTRY AND COMMERCE

Certified

-t NEW DELHI INDIA the 02-Mar-2020

by SO (OlAttestation) MINISTRY OF EXTERNAL AFFAIRS
No. KABNQD0B306320
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GOBIERNO DE KARNATAKA
DEPARTAMENTO DE CONTROL DE MEDICAMENTOS

NO: DCDICR- 1" Qlt,fr.;]'l = UL-1/2019-20 Oficina del Controlador de Medicamentos,

G.8.C No. DD O 4900000 | Lo f., para el Estado de Karnataka,
Palace Road, Bengaluru-560001.

10 AN 2020

CERTIFICADO BPM

El presente certifica que M/s. BIOCON LIMITED, Special Economic Zone, Plot No. 2, 3, 4 & 5 Phase-lV,
Bommasandra-Jigani Link Road, Bommasandra Post, Bengaluru — 560 099, India es poseedor de la licencia de
manufactura de medicamentos valida en la Forma 25 con no. KTK/25/514/2005 & Forma 28 con no.
KTK/28/351/2005 con fecha: 02.12.2005 vy valida hasta el 01.12.2020 emitida por este departamento bajo las

provisiones del Acta de Medicamentos y Cosméticos, 1940 y Reglamentos subsecuentes.

La firma manufactura los Ingredientes Activos permitidos y Formulaciones bajo la licencia anterior siguiendo las
Buenas Practicas de Manufactura (BPM) seglin el Esquema - M Revisado bajo las provisiones del Acta de

Medicamentos y Cosméticos, 1940 y Reglamentos subsecuentes.
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CONTROLADOR DE MEDICAMENTOS ADICIONAL &
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GOVERNMENT OF KARNATAKA
DRUGS CONTROL DEPARTMENT

iN\j(): DCD/CR- ]{43(1”“"” CL-1/2019-20 Office of the Drugs Controller
G.8.C No. DD 09900000 1R 2y for the State of Karnataka,
Palace Road, Bengaluru-560001.

Date: 10 JAN 20?0

GMP CERTIFICATE

This is to certify that M/s. BIOCON Ll'l'ﬁ.lTED, Special Economic Zone, Plot No. 2, 3, 4 & 5 Phase-
IV, Bommasandra-Jigani Link Road, Bommasandra Post, Bengaluru — 560 099, India is holding valid
~ drug manufacturing licence in Form 25 bearing No. KTK/25/514/2005 & in Form 28 bearing No.
KTK/28/351/2005 dated 02.12.2005 and valid upto 01.12.2020 issued by this department under the

provisions of Drugs and Cosmetics Act, 1940 and Rules thereunder.

The firm manufactures the permitted Active Pharmaceutical Ingredients under the above said licence by
following the GOOD MANUFACTURING PRACTICES (GMP), as per Revised Schedule — M under
of the Drugs & Cosmetics Act, 1940 and Rules thereunder.

the provisions
olant is subjected to inspection at the regular intervals by the competent Authority
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